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Section C

510(k) Summary

Ibis summary or 510(k) safety anid effectivenress inlformnicton is being submitted in accordn wt
the require me nts of SM DA 199b0And 2 1 CFR 807.92."mewt

'TheassinedK131344
Teasind5 10(k) number is: ______ "(applicant leaveblank)

Premarket Notification [510(k)] Summary

I )I.f.,Tesiifiiary conitains on the.'firt pag'e, pr efeiably on 'your letterhead paper, the
submittes name, address phone and fax numbers,. name of contact person, and date the
summray wasprepared':

Submitter's name Shijiazhiuang Wally Plastic Co., Ltd.

Submitteir's address : - N'.78 Tongda Road, Jinzhou City. Iebtei. 052260. China

Phone number :(86) 31184322871

Fax nuber :(86) 31184322871

Nauikof contact peson Zheng Jianming'

D ate the summary was 18 Deembter 2013
preptard:

l (a)l2W1 Th1 e nfame bf thie'device, including the trade or proprietary name if applicable, the

common or usual name, and theiclassifkcation name, if known

Device Nam: Powier Free Yellow Synthetic Vinyl Patient Examination GlovesI

Proprietary/Trade name: Powd~rtFree Yellow Synthetic Vinyl Patient Examnination Glovcst

CoIiriwii Namoe: Patientexamnatmion glove

ClassifithationIiName: Patie~nt exam' nation glove.

Device Classification: I

-Regulation Number 21 CER 880.6250

:Panel: General Hospital (80)

Product:Code: LYZ

a)).Anidentification oGf the legally r nmrketed device to which your firm is claiming
substantial equivailence

Class l1 Pc~vd&rFrec 'Yllow Svynthetir"Vnyl. Patient EkSaminatio'n (]oves that nieets allofte
requirenatuts nfASTtvIstand ard -0 ,5250-0 ,6 (Reaffirmation 2011)L.

!rediicate dev~ice: POWDER-FREE YELILOW SYNTHE.Tic Vn , I PATIENT E XAM NATON
GLOEVES. ZI IAOYANG PLASTIC CO.. LTD kl 10945
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K~a)(4)I A dlescriptionof the device

'De~ice Descriptiona Powder Free Yellow' Synthetic Vinyl Patient Examination Gloves that meets all
of the requirements ol'AsEM standard D55250W06(Reaflirmation 2011).

-How the device ftuncions:
PVC filnmsforma h~arrier to body fluids and Sloodhomne Pathogens

-Scientifie concepts that form the basis'for the device
* The PVC rubber is watertight under unormal conditions of use. It's tenisile properties cause it to

conform to the hand, allowing mnovemersnbeessary for a medicaliprocedure.

*-Ph sicl:nd perrnimance characteristics such as des ign,-niaecrials and physical properties:
PRVC gloves are ikni6wn~to-citea b~ttier-to bloodborne pathogens and body, fluids. ASIM
conformingtensile&prperties create agloyb ihatis strong and flexible. The glove is manufactured
inmace. ordance wit he requiremenits fASrM-D5250 and ASTMV D5 151 requirements.

I(a)(5)iThe summary descriheslhitintended use of the device

Device Intended Use: Powder Free Yellow Synthetic Vinyl Patient Examnination Gloves is a
disposable device intended thrniedieal purposes that is worn on the extuminer's hand or linger to

* prevent contami natiohi between patient and exaininr.-

j(a)(6)j AXsummary of the tecluniological characteristics of new device compared to the predicate
device.
Trhe Powder Free YellowSyithetic: Vinyl Patient Exanminationi Gloves. non sterile bte sumniharized
with tic following technological characteristics compared fo AS'TM orequivalentstandard.
Features & Predicate Device Subjec IDevice Result of
Description __________________Comparison

51l0(k) Number k 110945, K131344
Company ZIIAOYANG PLASTIC CO., LI) Shijiaziiuwng Wally plastic -

________________________________________Co., Ltd. _______

Product nine POWDER-FREE YELLIOV Powder Free Yelkow -

SYNTHETIC~ VI NYL, PATIENT Synthetic Vinyl Patient
EXAMINA~fON CLOVES Exam~ination Gloves

*Product Code LYZ [NZ Saein
size Smiall Medium! Small! Medium! Small!

Large/X lage LargC!X large Meditum/
- Largc/X large

Intendlonr use, POWI)LR-H(Ht YELLOW, Powder f roeYeollo w Substantially
S.YNvTHETIC,.VIWYL PATIENT 'Synthetic Vinyl Patient equivalet
EXAMINATION GLOVES k a,~ Exaination G koves is~a
dispoal dvic intended Ibr dispo sable device inten ded
niedi~a purposes that is %vorn on Ior medical Purposes that is.
ti e xaminces hbaid or fingerto worn on the examiner's hiand

. ptvnt-cotanti at'nbeiwcen or linge rto prevent
P Iatient and examiner - dnamnatin be t~veen

I - patient and exam inr.
Device . Meets ASlIMUD5250-06 - Meets ASTM.I)5250 -06. Substantially
Description and (Reapproved 2011) (Reapproved 2011I) equivalent
Spec ificat ions
Dinmensions- Meets ASTM D5250-06' 230mm min for all sizes Substantially

Length i (Reaoppraved*20-11) equivlent

____________ 23Ommniin........
Dimensions Meets ASTM D5250-06 Substaintially

-Width (Reapproved 2011) *eqtiivalent

t . Snmall 80-90 him Small 80-85 mini_______
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- Medium 9QWlO0mnv Med ium 95'97'nim
Large: 'l00flliit "hge - 1 08mi,
X lag xfr110. 120omm X Large 114-118min

Dimensions N Meets ASTMD05250-06' Substantially
Thickness (Reapproved 2011) equivalent

Finge 0.05mim mitt Finger 0.05mm mlin
*Palm 0.08mn mmn. 'Palm 0.08min min.

lltsical 'Meets ASTM I)525-6'* foire iging/aifter aging Substantially
Properties (Reapprovcd201 1) equivalent

lIoAgation !300%
Before aging/after aging Tensile Strength-> 14MPa
Elortgation. 300%/
T'ensile Strength I4MPa -

F~reedom from Meets Meets ASTM 'Substaniallv
['inhales .21 CFR 800,20 D5151-06 equivalent

. ASlM D)5250-00 (Reapproved 2011)
(Reapproved 2011)

ASTM 1) 5 151,06
(Reapproved 2011) Hioles

- Inspectn Level I
AQL2.5

Residual Poxwde, Meets ASTNI D '16124-06 Substantially
'D6124-06 ''(Reapproved 2011) equivalent

' 'Reppove~ol)Results generated values
-' below 2mg of* residual.

-' Compare all PVC PVC Substartiallv
materials used to equivalent
flhbricate the

Dusting or PU PU Substantially'
Donning equivalent
Powder:
Dusting or PU Surface Coating Agent Substantially
Donning equivalent
Powder: nanae K
Compare Meets - ' Meets' Substantially

-. perftinimncdata'* AS1M0D5151-06 'ASTIMP5 151-06 equivalent
4 '~~Supporting ' Rapoed2011) (Reapproved 2011I)

substantial * S f'rD5250-06 '* ASIM 1)5256-06
equivalence (Ricapprovcd 201!) (Reapprovedl 01 )

AST D i 6124-06 * ASTrM D)6124-06
(Reapproved 2011) ' (Reapproved 2011)

Single Patient Single Patient Use Single Patient Use Substantially
Use _______________ equivalent

*. Biocbnipatibility SKIN IRRITATIONDERMAL and Thetest article was a Substantial]ly
SENSITIZAFION STUDIES Meets non- irrita no equivalent.
ISO'10993-10 inon-senisitizer.

SkIN IRRITAI ION
DERMAL and
SENSITIZATION STIEs
Meets ISO 10993-10

Labeling for the -Powder-free Powder-free Substttialti'
legally ilarketed -Patient Examination Gb lv-Patient Examtinationi Clove :equivalent

device to NvbIeh --Yellow color ' Yellow color
substanitial ' -noh' sterile -non sterile.
'eqiilnee'is -Single Use Only -S ingle Use Only
'ciim~d, auatrdFr Maniilhethredl For:

-,Lot, K - 16
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I1(b)(1)I A brief discussion of the nounclinical submitted; refernce, or relied on in the premarkit
notification submission fora deteriianosbtnileuvlne

powdei F ree Yellow Synttic Vinyl Pdtient Examirnution Gloves mneet requiremeQnts per ASTM
l)5250-06(Rcaflirrnati ,on 2011), per ASTM D6124-06(Reaffirmnation 2011). per 21 CFR 800.20 and
ISOI 0993-10: 2002IAmd' 1:2006(f7).

I(b)(2l1 A brief dis cussionof the clinical sub mitted, reference, or relied on in the prernarket

notification subajissionifora determtination of substantial equivalence.

Ciiadaaisti needed Ibt gloves or frmsdeies cleaedhby the 5 10(k) process.

j(b)(3)j The conclusions drawn from the nonclinical and clinical tests , that demonstrate that the
device is as safe,as effective, and performed as well or better than the legally marketed device
,de~atifled'in (afl3).

It cantoe concludied that the Powder Free Vinyl patient Examination Gloves meiet the ASTM standard
or equivalent standard and FDA requiremntls for 'watleuekdest on pinhole AQLineet labeling
elaiisand tlie~owdL'r Free Yellow Synthetic Vinyl Patient Examnination Gloves is as safe, as cf~hciive.
and performs as well as the predicate device, POWDER-FREE YELLOW SYNTHETIC VINYL

PATIENT EXAMINATION GCLOVES, .1 IAOYANG PIAS1'IC COL~ LAD kI 10945
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administmuio
10903 Newv Hampshire Avenue
Documnent Contrl Center - W066-6609
Silver Spring MD 20993-0002

January 30. 2014

Shijiazhuang Wally Plastics Company, Limited
Mr. Chu Xiaoan
Rm. 1606 Bldg.lI Jianxiang Yuan No.209
Bei Si Huan Zhong Road Haidian District
Beijing, 100083
CHINA

Re: K131344
Trade/Device Name: Powder Free Yellow Synthetic Vinyl Patient Examination Gloves
Regulation Number: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: I
Product Code: LYZ
Dated: December 18, 2013
Received: December 20, 2013

Dear Mr. Xiaoan:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.

The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.



Page 2 -Mr. Xiaoan

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determnination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
-contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-

free number (800) 638-2041 or (301) 796-7100 or al its Internet address
lit//www.fda.ayov/Medicalflevices/Resourcesf'orYou/lfndustrv/dclbui~lt.htii. Also, please note
the regulation entitled, "Misbranding by reference to prernarket notification" (2ICFR Part
807.97). For qtuestions regarding the reporting of adverse events under the MDR regulation (21
CFR Pant 803), please go to
hittp://wwwv.fda.ezov/Medical Devices/Safetv/ReootiaProblcin/dehaulit.1tin for the CDRH' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or atits Internet address
hittp://'wwwv.fda.uov/Medical Dcvices/ResourcesforYou/lndustrv/default.litm.

Sincerely yours,

tATj shi Purahit4.Sheth, M.D.
Li~r2 cli~j Deputy Director

1.tN+ ;DARlD7A
FOR

Erin L. Keith, M.S.
Acting Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



510(k) Number (if known)
K 131344-

Device Name
Powder Free Yellow Synthetic Vinyl Patient Examination Gloves

Indications for Use (Describe)
Powder Free Yellow Synthetic Vinyl Patient Examination Gloves is a non-sterile disposable device intended for medical purposes that
is worn on the examiner's hand or finger to prevent contamination between patient and examiner.

Type of Use (Select one or both, as applicable)

flPrescription Use (Part 21 CFR 801 Subpart 0) Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

. ~ 77 IRAP - -.

Concurrence of Center for Devices and Radiological Health (CORH) (Signature)

Dig'.I~ signed by Sreekanth Gutala -S
S,$ o=U ,S. Government ou=HHS, au=FDA,Sreekant Guta.2342.19200300.100.1.1=2000540490,SreekthtutaWS

af&4.01 .24 15:08:17 -05'00'
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This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

.The burden time for this collection of Information is estimated to average 79 hours per respanse, including the
time to review instnuctions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Informiation Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid 0MB number".
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